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Z fh9 MAILING DATE of this communic ation appears on the cover sheet with the correspondence address - 

Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

- If NO period for reply is specified above, the maximum statutory period will apply i and w ' «*P^ (35 y S C. § 1 33). 

earned patent term adjustment See 37 CFR 1 .704(b). 



Status 

1)H 

2a)Q 
3)D 



Responsive to communication(s) filed on 25 October 2001 . 
This action is FINAL. 2b)0 This action is non-final. 

Since this application is in condition for allowance except for formal matters prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 



Disposition of Claims 

4) 0 Claim(s) 5^40 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 0 Claim(s) 5^40 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)Q The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of. 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1) E3 Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



4) □ Interview Summary (PTO-413) Paper No(s). 

5) □ Notice of Informal Patent Application (PTO-152) 

6) D Other: 
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DETAILED ACTION 
Response to Remarks 

1. Applicants' arguments and amendments, filed on 10/25/01, have been approved 
and entered. They have been fully considered but they are not deemed to be 
persuasive. Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either newly applied 
or reiterated. They constitute the complete set presently being applied to the instant 
application. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

by another who has fulfilled the requirements of paragraphs (1), (2), and (4) ot section Jn ( g o 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) do not apply to the examination of this application as the application 
being examined was not (1 ) filed on or after November 29, 2000, or (2) voluntarily 
published under 35 U.S.C. 122(b). Therefore, this application is examined under 35 
U.S.C. 102(e) prior to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 
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Claim Rejections - 35 USC § 103 



3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or d^cribed as set 
orth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

4. Claims 5-40 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Harris et al. (5,932,462). 

The reference provides a branched or "multi-armed" amphophilic polymer 
derivative that is monofu notional , hydrolytically stable, can be prepared in a simple, one- 
step reaction, and possesses no aromatic moieties in the linker fragments forming the 
linkages with the polymer moieties. The derivative can be prepared without any toxic 
linkage or potentially toxic fragments. Relatively pure polymer molecules of high 
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molecular weight can be created. The polymer can be purified by chromatography in 
water. A multi-step method can be used if it is desired to have polymer arms that differ 
in molecular weight. The polymer arms are capped with relatively nonreactive end 
groups. The derivative can include a single reactive site that is located along the 
polymer backbone rather than on the terminal portions of the polymer moieties. The 
reactive site can be activated for selective reactions. The molecules of the invention 
can be represented structurally as Poly a-P-CR(-Q->-Poly b-Z. Poly.a and poly.b 
represent nonpeptidic and substantially nonreactive water soluble polymeric arms that 
may be the same or different. C represents carbon. P and Q represent linkage 
fragments that may be the same or different and that join polymer arms poly.a and 
poly.b, respectively, to C by hydrolytically stable linkages in the absence of aromatic 
rings in the linkage fragments. R is a moiety selected from the group consisting of H, 
substantially nonreactive, usually alkyl, moieties, and linkage fragments attached by a 
hydrolytically stable linkage in the absence of aromatic rings to a nonpeptidic and 
substantially nonreactive water soluble polymeric arm. The moiety -Z comprises a 
moiety selected from the group consisting of moieties having a single site reactive 
toward nucleophilic moieties, sites that can be converted to sites reactive toward 
nucleophilic moieties, and the reaction product of a nucleophilic moiety and moieties 
having a single site reactive toward nucleophilic moieties, (col. 7-14, 19-24, and 
claims). 
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The claims have added functions which the prior art has not analyzed such as 
half life; but given the above 102 rejection analysis substantiating the basic 
characterization of the composition of the invention being the same as the reference, 
these added characteristics are presumed to be inherent in the prior art composition. 

As it is pointed in In re Fitzgerald (205 USPQ), page 594, 2nd col., 1st full 
paragraph, supports the shifting of the burden of proof to the applicant that the instantly 
claimed invention is novel and unobvious over the prior art. Since both the prior art and 
the instant application prepare and use composition which appeared to be identical for 
therapeutical use. The prior art therefore suggests that the composition therein 
disclosed are effective in such uses therefore suggesting the instant application under 
35 U.S.C. § 103(a). 

5 Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jezia Riley whose telephone number is 703-305-6855. 
The examiner can normally be reached on 9:30AM - 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner s 
supervisor, Gary Benzion can be reached on 703-308-1 119. The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-305-3014 
for regular communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. ? 
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JEZIA RILEY 
RBtMARY EXAMINER 

February 1 , 2002 



